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Art Unit: 1647 

Status of Application, Amendments and/or Claims 

The amendment and Applicant's arguments, filed 07 July 2009, have been 
entered in full. Claims 2, 4, 7-11 and 14-35 are canceled. Claims 1, 5, 12, 13 and 36 
are amended. New claims 37-40 are added. Claims 1, 3, 5, 6, 12, 13 and 36-40 are 
under examination. 

Withdrawn Objections And/Or Rejections 

The rejection to claim 13 under 35 U.S.C. 112, second paragraph, as set forth at 
page 3 of the previous Office Action (07 January 2007), is withdrawn in view of the 
amendment (07 July 2009). 

The rejection to claims 1-3, 1 1 , 13, 19, 20, 22, 31 and 34 under 35 U.S.C. 102(b) 
as being anticipated by Weiss et al., WO 99/21966, as set forth at pages 4-5 of the 
previous Office Action (07 January 2007), is withdrawn in view of the amendment (07 
July 2009). 

The rejection to claim 6 under 35 U.S.C. 103(a) as being unpatentable over 
Weiss et al., WO 99/21966 as applied to claim 1, and further in view of Bhaskaran et al. 
United States Patent Application Publication US 2004/0136952 A1 , as set forth at pages 
6-7 of the previous Office Action (07 January 2007), is withdrawn in view of the 
amendment (07 July 2009). 

Claim Rejections-35 USC § 102(e) 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1, 3, 5, 12, 13, 36 (and new claims 38 and 39) remain rejected under 35 
U.S.C. 102(e) as being anticipated by Brines et al., US 2003/0104988 A1. The basis for 
this rejection is set forth at pages 5-6 of the previous Office Action (07 January 2007). 

Applicant argues that Brines et al. does not teach the use of EPO or any other 
compound for promoting structural regeneration of the liver after surgical liver resection 
and/or the use of EPO in combination with a skin graft to heal burn wounds. 

Applicant's arguments have been have been fully considered but are not deemed 
persuasive. The Brines et al. reference meets the limitations of the amended and new 
claims. Brines et al. teach methods and compositions for protecting or enhancing EPO- 
responsive cells, tissues, organs, or body part function or viability in vivo, in situ, ex vivo 
in mammals by systemic or local administration of EPO and derivatives thereof, 
including EPO-receptor binding domain molecules (abstract; paras 0008 and 
0030)(applies to claim 3 and 38). Brines et al. teach that EPO responsive cells, tissue, 
organs include skin and liver. Brines et al. teach the preservation of cells, tissues, or 
organs for either auto-transplant or xeno-transplant (para 0025). The cells, tissues, 
organs are isolated from a mammal, such as those intended for transplant. Brines et al. 
teach that cells, tissues or organs may be bathed in a solution comprising EPO prior to 
transplant, surgery, etc in order to protect said cells, tissues or organs (paras 0005, 
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0024-0026, 0028 0054, 0056 and 0127)(applies to claim 36). Brines et al. teach EPO 
can be administered to prevent injury or tissue damage during surgical procedures such 
as tumor resection (paras 0098 and 0127), burn injuries (para 14)(applies to claims 
1 and 36). Brines et al. teach the regeneration of tissue or organ by exposure to EPO 
(para 0050). Brines et al. teach various modes of EPO administration including 
systemic and topical administration (paras 0029, 0114, 0125 and 0139)(applies to 
claims 12 and 13). Brines et al. teach that it may desirable to administer EPO locally to 
the area in need of treatment during surgery or topical administration in conjunction with 
wound dressing, injection, local infusion, implants (para 0126). Brines et al. teach the 
use of glycosylated variants of EPO. Brines et al. teach that EPO muteins have 
additional number of glycosylation sites (para 0064)(applies to claims 5 and 39). 

The scientific reasoning and evidence as a whole indicates that the rejection 
should be maintained. 

Claim Rejections - 35 USC § 103(a) 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 6 (and new claim 40) remain rejected under 35 U.S.C. 103(a) as being 
unpatentable over by Brines et al., US 2003/0104988 A1 as applied to claims 1 and 36 
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above, and further in view of Bhaskaran et al. United States Patent Application 
Publication US 2004/0136952 A1 . The basis for this rejection is set forth at pages 7-8 of 
the previous Office Action (07 January 2007). 

Applicant argues that Bhaskaran does not remedy the deficiencies of Brines et 
al., as it fails to teach or suggest a method for promoting structure tissue regeneration of 
the liver after surgical liver resection in an individual having a benign or malignant liver 
tumor. 

Applicant's arguments have been fully considered but are not found persuasive. 
The teachings of Brines et al. are described above. Brines et al. do not teach attaching 
EPO to polyethylene glycol (PEG). Bhaskaran et al. teach the conjugation between 
PEG and various proteins (abstract; paragraph 0003). Bhaskaran et al. teach that the 
attachment of PEG to proteins have been shown to stabilize the protein, improve the 
bioavailability and/or reduce the immunogenicity in vivo (paragraphs 0007, 0017-0019). 
Proteins that can be conjugated to PEG include EPO (paragraph 0021 and claims). 
Bhaskaran et al. teach that the coupling of the polymer near one or more glycosylation 
sites mimics the beneficial effects of glycosylation of the protein (paragraphs 0023, 
0095, 0099). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the method of regenerating EPO-responsive mammalian 
cells and their associated cells, tissues and organs by administering EPO as taught by 
Brines et al., by employing an EPO conjugated with PEG as taught by Bhaskaran et al. 
with a reasonable expectation of success. The motivation and expected success is 
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provided by Brines and Bhaskaran. Brines et al. teach methods of regenerating cells, 
tissues and organs by administering EPO. Bhaskaran et al. teach that the attachment 
of PEG to proteins have been shown to stabilize the protein, improve the bioavailability 
and/or reduce the immunogenicity in vivo. It would be obvious to one of skill in the art to 
want to utilize an EPO that has a long half-life and low immunogenicity. 

The scientific reasoning and evidence as a whole indicates that the rejection 
should be maintained. 

NEW REJECTIONS/OBJECTIONS 

Claim Rejections-35 USC § 112, First Paragraph, Written Description (New Matter) 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 36-40 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. This is a new matter rejection. 

The specification as originally filed does not provide support for the invention as 
now claimed: 
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"..of burn wounds in an individual using a skin graft without the occurrence of 
scarring, the method comprising topically administering to said individual EPO, EMP, or 
NESP" (claim 36). 

"..EPO, EMP or NESP is administered after surgical resection in an amount of 
100-150 lU/kg of (claim 37). 

Applicant's amendment, filed 07 July 2007, asserts that no new matter has been 
added and directs support to paragraph 0185 (for claim 36) and paragraph 0158 (for 
claim 37) of the published application for support for the written description for the 
above-mentioned "limitations". 

The Examiner has found the following teaching: In 8 burned patients, the donor 
site of the skin graft healed 50% more quickly on administration of EPO. Two second- 
degree (grade 2B) burn wounds in the face healed without scarring if EPO was 
given to the patient. Without administration of EPO, wounds of this type healed with 
scarring (see para 0185). 

The wording or connotation of instant claim 36 is not readily apparent from said 
section. 

Lastly, the Examiner has found support for 100-150 lU/kg of Epoietin alpha (see 
paras 0149, 0151, 0155, 0158 and 0159) and support for 10,000 or 40,000 IU of EPO 
(see paras 0152, 0165 and 0179). The Examiner has not found support for 100-150 
lU/kg of EPO, EMP or NESP. 

The specification as filed does not provide a written description or set forth the 
metes and bounds of this "limitations". The specification does not provide direction for 
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the instant methods encompassing the above-mentioned "limitations" as they are 
currently recited. The instant claims now recite limitations which were not clearly 
disclosed in the specification as filed, and now change the scope of the instant 
disclosure as-filed. 

Applicant is required to cancel the new matter in the response to this Office 
action. Alternatively, Applicant is invited to provide specific written support for the 
"limitations" indicated above or rely upon the limitations set forth in the specification as 
filed. 

Claim Rejections-35 USC § 112, Second Paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 36 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

The instant claim is indefinite because of the limitation, "..without the occurrence 
of scarring..". It is unclear if the instant claim encompasses an activity directed to 
scarring (i.e. treating, healing, preventing and/or inhibiting scarring). The metes and 
bounds of the claim cannot be determined. 
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Conclusion 

No claims are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Regina M. DeBerry whose telephone number is (571) 
272-0882. The examiner can normally be reached on 9:00 a.m. -6:30 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Manjunath N. Rao can be reached on (571) 272-0939. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Marianne P. Allen/ 

Primary Examiner, Art Unit 1647 

/R. M. D.I 

Examiner, Art Unit 1647 
10/26/09 



